Appendix
Notes: Hazard ratios (HR) and confidence intervals (CI) are from multivariable Cox regression models for safety alerts and recalls or recalls only. First approval year refers to the earlier of the year of device approval in the EU (CE marking) or in the US (premarket approval, premarket supplement, 510(k) clearance, or humanitarian device exemption [HDE] ). a Includes six devices that were first approved in the US before 2005 (2003-2004) .
b Omitted due to collinearity. c Includes 4 HDE devices.  Confirmed that the press release, announcement, news article, or other source is referring to receipt of CE marking and/or planned EU market launch

